SYSTEM AUDIT REPORT NUMBER 04/35812/TV02/AS-S03

)

THIS REPORT RELATES TO A/AN SURVEILLANCE/TRIENNIAL VISIT ON 6/22-25/04

Company: Marshal Space Flight Center ?ﬂ]lqe/l;xSitw Visited:

Address: Marshall Space Flight Center, A L 35812
A 2. N/A

Scope:
IS0 9001:2000: All Products and Services Provided by the Marshall Space Flight Center. MSFC Supports the NASA
Agency Infrastructure and is a Major Contributor to All Its Scientific and Technical Enterprises.
AS9100: Design, Development, Production, Installation and Servicing of Flight Hardware, Flight Software, and
associated Ground Support Equipment Interfacing with Flight Hardware and Fight Software.

Standard(s): AS 9100B | Support Documentation(s): AS9101B | Non-English Languages Used: N/A

Comments/Concerns of the Assessment Team:
Noncompliances noted are minor in nature
Previously identified noncompliance has been rewritten in this report.
Recommend continued registration to AS 9100

The visit is deemed to be: Corrective Action Plan (CAP) Instructions:
X Satisfactory X Return CAP in 20 working days (all NCs, Obs & OlIs). Certificate
[ Unsatisfactory processing initiates after receipt/acceptance of CAPs.
Unsatisfactory visits may result in a change to the next [ ] AS & QS-9000 NCs must be closed prior to certificate issuance.
audit activity. [ ] Return CAP in ten days for Major NCs issued during surveillance.
NQA ASSESSMENT TEAM COMPANY INFORMATION
LEAD AUDITOR: Rick Giguere MGT. REP.: Axel Roth
TEAM: Trudy Keaveney TEAM: QUALITY MANUAL (REV & ISSUE DATE):
TEAM: TEAM: Rev. M May 26, 2004

The contents of this report is confidential and must not be disclosed to a third party without the prior agreement of NQA, USA and the company named
above. Non-compliances/non-conformances raised or observations noted within this report are the result of limited sampling and therefore non-
compliances/non-conformances may exist which have not been identified. The Internal Audit system is deemed effective unless noted within the body of thus
report. The company representative's signature indicates their agreement and understanding of any non-compliances/non-conformances and observations
contained in this report. Prior to the assessment, the company must have completed a complete system internal audit and subsequent management review
documented. The quality system shall be understood throughout the organization.

ﬂ .
N resentative Signature and, Date: p: resentative Signature and Date:
Fﬁﬁ%’" k?i oy %ﬂ_\ 69/157?:7 Page 1of 4
o t A Foct B
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SYSTEM AUDIT REPORT NUMBER: 04/35812/TV02/AS-S03

htiord ity Assurance-UBAL
AUDIT MATRIX
SPECIFIC ISO 9001:2000 REQUIREMENTS FUNCTIONS/PROCESSES NEXT
Xor+ indicates reference point for assessment. X or v through AUDITED DURING THIS VISIT VISIT
entire box as applicable to indicate actual fimction/process PLAN
audited against the ISO 9001:2000 requirement. X or ¥/ in next
visit block indicates planned section for next activity. Estimated ol & g
duration is 45 minutes. é »(-DJ 7
£ - |8 3 2 §
Note: Asterisk (*) indicates requirement to be reviewed at each 14 ] E é 5 o ’ § %
Ve . b= &) =
activity. g E E 8‘ @ é 8 S a A
ISO Clause Title of 5t ol o sl sl <13 9 @ g ol =
5001:2000 HEHHPIBEEHHEHEE
Reference 5| 5| 5| &|8 S 2| o m]| O 3 3
421&422% | Quality Manual * X X
423 Document Control X
424 Quality Records X|X|X X
41,51,5.2,53, .
542 55 Management Activities X |
5.4.1% Quality Objectives* X[X|X X
56* Management Review * XXX X
6.1&62 Resources & Competence XXX
63&64 Infrastructure & Work Environment XXX
7.1 Product Realization Planning XXX X
7.2 Customer Related Process & Comm. XX X
73 Design & Development XX
7.4 Purchasing X
7.51&753 | Process Provision and ID&T Activities XXX
752 Prooess Validation X
7.5.4 Customer Property XXX X X
755 Preservation (Handling, Storage & Deliv.) XX
7.6 Calibration XiX
8.1 Measurement & Monitoring Planning X X
8.2.1+ Customer Satisfaction* X X
8.2.2¢ Internal Audits* X X
823 Measurement &Monitoring of Process X
824 Measurement & Monitoring of Product X
83 Non-Conforming Processes/Products XXX |X
84 Analysis of Data XXX X
8.5.1*% Continuous Improvement* X X X
852&85.3* | Corrective/Preventive Action* XXX X X
Use of NQA Logo X X
Note: Please fill in the table including areas/sites/departments/functions visited chmng the visit. Page 2 of "f (
3

C14061/01-24-03/E




SYSTEM AUDIT REPORT NUMBER 04/35812/TV02/AS-S03

SYSTEM AUDIT RECORD h -

Auditor(s): Rick Giguere Trudy Keaveney Date: June 22-25, 2004

Clause Record of Details of Audit (names, referenced documents, depts.., etc.) NC | Obs

No. or
Ols

4/5 See AS 9101 B checklist _ 3
INTERVIEWED:

DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

6 See AS 9101 B checklist
INTERVIEWED:

DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

7 See AS 9101 B checklist 3 1
INTERVIEWED:

DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

8 See AS 9101 B checklist 2
INTERVIEWED:

DOCUMENTS REVIEWED:
OBJECTIVE EVIDENCE SAMPLED:

TOTAL| 8 | 1

PAGE 3 OF 4
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SYSTEM AUDIT REPORT NUMBER 04/35812/TV02/AS-S03

Ref | Clause NON-CONFORMANCES & OBSERVATIONS/OPPORTUNITIES FOR IMPROVEMENT RAISED NC/OBS/
No. No. 01

1 1423 Test Discrepancy Reports are not completed in a consistent manner. NC

2 174 Qualification criteria, thresholds of performance and consequences of poor performance have not been NC
identified.

3 174 Required actions when issued during supplier audits that introduce a potential risk are not identified. Ref: NC
Sierra Lobo NDE Audit item#11, General finding polyolefin and nylon in space flight application, omission
of mettallographic inspection in work instructions.

4 [852 Supplier corrective actions do not demonstrate full root cause corrective action anlysis. ref: Sierra Lobo NC
andit finding corrective actions.

5 174 Supplier has performed work for the organization since 10/02; audit of supplier for qualification is just NC
being completed. Ref: Sierra Lobo.

6 |[822 Reference NQA audit 03/35812/AS-S02, noncompliance item 1. Corrective action for this noncompliance NC
could not be satisfactorily verified at this time. A review of internal audit records reveals that objective
evidence is lacking of audits extending to AS 9100 requirements as specified in MPG 1280.6.

7 (56 MPG 7120.4 Appendix I: PPA Monthly Health Stétus Report requires that root cause of any yellow or red NC
condition and recovery plan be described. A review of these reports reveals inconsistencies in the reporting
of cause analysis and recovery plans in roughly half of the projects/programs reporting.

8 |43 MPG 8040.1, Configuration Management, MSFC Programs/Projects, Par. 3.4.2 states that Each program NC
and/or project office shall ensure that periodic CM system audits of in-house CM activities be conducted. A
review of CM audits reveals that it is CM itself that initiates these audits, and not the program or project
office. Certain programs, such as Solar B and Dart, have declined audits.
(Continued from above)lt is not likely that CM audits would be conducted without the initiative of the CM
group.

9 1751 In Bldg. 4619, certain pressure gages were noted with operational check labels on them that had expired due OBS

dates. Although these are not calibration labels, there could be some confusion as to their validity with
stickers indicating that operational checks are overdue.

C1405/01-24-03/E
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FOREWORD

In December 1998, the Aerospace Industry has established the International Aerospace Quality
Group (IAQG) with the purpose of achieving sngnlﬁcant improvements in quality and reductions

in cost throughout the value stream.
This organization, with representation from Aerospace companies in Americas, Asia and Europe
and sponsored by SAE, SJAC and AECMA has agreed to take responsibility for the technical
contents of this standard.
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SECTION 1 |

QUALITY MANAGEMENT SYSTEMS
ASSESSMENT



'SAE AS9101 Revision B

PURPOSE

The purpose of this document is to define the content and the presentation of the Assessment
Report of the section 1 of AS9100.

'QUALITY SYSTEM ASSESSMENT REPORT CONTENT . ,
The Assessment Report is made up of:

e Page 6 (required)
General Assessment Information

e Page 7 (required)
Assessment Conclusions

e Page 8 (aptional)
General Organization Information

e Page 9 (required) _
Assessment Result Summary

o Page 10 (required)
Assessment Scoring

e Page 11 :
Corrective Action Request (when required)

e Page 12
List of Recommendations/Observations/Comirients

e Appendix A
Quality System Questionnaire relative to the section 1 of AS9100
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Assessing company

ASSESSMENT REPORT
logo

GENERAL ASSESSMENT INFORMATION

1 Organization & Work Address -
Company Name: A4S A - HYS'FC

Tel Number: (zs5t) SV~ §3¢1

Fax Number: sty S54y- hss

e-mail: don. millec @ msfe . pasa. gov
CAGE code: 21,33,3Y4

Organization Identification:
Assessed Site Address: Assessment Representative & Title:
Asxcel Rith - Mgmb Rep

SPACE FLictT WTEL
MMSAALL PAcE FlLic ce 3),;( zﬂ' Quality Manager Representative & Title:
T Axel ﬁ“fi\ - ﬁsudf‘ /211)4

Subsidiary of:

Main activities:

Product Types or Codes:
2 IS0 Registration

[ /] 1SO Registered
[«]1S0O Standard / Revision @ov/: zec¢o

[ 4 Aerospace Standard / Revision 435 9¢o6¢
3 Assessment Team
Lead Assessor Name:

Registrar Name: Nag-us A
Expiration Date (If applicable):

Other Assessor Team Members:’

) A03iss
{[] Certified Auditor — Type & No. B TRudy KEAVEWEY
[ 1Qualified Auditor . QO3S -
4 Assessment Dates: ' - Z2 -25, 2004
5 Assessment Scope
[ 7] Total facility assessed [ 1 Initial assessment [/f All 9100 elements assessed
[ ]Partial facility assessed [ ] Re-assessment [ ]Partiai 9100 elements assessed
[ ]Other: Elements not assessed:

[ ]Activity assessed:
6 Assessment Disposition

[ .] Conforming Scoring result;
4] Conforming with minor {mi) corrective action q
[ 1Non conforming with Major (MA) corrective action

8 Assessment Approval

Assessing Company Date Lead Assessor Name Signatuye
rJea- usa ﬁ‘/’“ 28, 2ocf VT é%alr(; M/ '

7

7 Scoring

Distribution Agreement
This Assessment Report is the property of the assessed Organization and the assessing Company. Distribution to other companies or

individuals is authorized only after writtert agreement of the assessed Organization and of the assessing Company.
To that end, a signature below by an Authorized RepresAentative of the assessing company indicates that this report may be copied by

ihe organization for other customers.

If copied, the report must be digclosed in full including findings and any ¢ tiye actions.
Authorized Representative ﬁ % &4 %X%z/ /
/€ Uue rX Signature Date ¢/25/8%
/ 7 / 7 7

Assessing Company Name

-6-
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ASSESSMENT REPORT : | Assessing company.
logo

ASSESSMENT CONCLUSIONS

General comments about the organization and the quality system of the assessed organization:

Strong points:

"Endfrmmﬁv.e Eﬂ\sivwerinj 'b"]ﬂf‘ 200Y fmﬂm}m P'&A W“fa
oan didication of olctine o dipn fuim WS4 |

Improvement Opportunities:
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ASSESSMENT REPORT

Assessing company
logo

GENERAL ORGANIZATION INFORMATION

1 Legal and Financial Aspects

0 Date of Formation:
0O Llegal Status:
O Capital:

0O Other Data:

Sales

Third Prior Second Prior’
Financial Year Financial Year

( ) « )

First Prior
Financial Year

( )

Cur(ént
Financial -
Year :

{ )

Earnings

Earnings used for Re-
Investment

Workforce

A

J

12 Turnover breakdown and main Customers

Activities

Main Customers

Sales Percentage

Aircraft, Space and
Defense Industiy

Other Activity
(be specific)

3 Clearances or Approvals granted by Authorities

Name of the Authority

Types and References

End of Validity

(date)
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| ASSESSMENT REPORT Assessing company
ogo
ASSESSMENT RESULT SUMMARY
| Organization : N A S A -
Result Observation / Corrective Action Request Number

Elements*
{AS9100 — Section 1)

S [Ma|mi|nA|

4

(MA/mi)

4 - Quality Managémént System

14.1 General requirements

4.2 Documentation requirements

4.3 Configuration Management

T~ —

5 - Management responsibility

5.1 Managem'ent commitment .

5.2 Customer focus

5.3 Quality policy

5.4 Planning

5.5 Responsibility, authority and
communication

15.6 Management review

6 - Resource management

6.1 Provision of resources

6.2 Human resources

6.3 Infrastructure

6.4 Work environment

7 - Product realization

7.1 Planning of product realization

7.2 Customer-related processes

7.3 Design and development

7.4 Purchasing

7.5 Production and service provision

7.5.( ads. &Qﬁfzﬁmﬂa&

7.6 Control of monitoring and
measuring devices

8 - Measurement, analysis and improvement

8.1 General

8.2 Monitoring and measurement

8.3 Control of nonconforming
product

8.4 Analysis of data

8.5 Improvement

1

Assessed Organization: MAgA
Rep's name: Axet RO‘EH

Results

g Assessing Company: U@A - L{S}

Lead Assessor Name: R 1ckK & quevre

SignatureWﬁ _é':/ Al ot Signature:

* For each element, cross results of assessment: “S” fgr Satisfactory, “Ma” for major.corrective action, “mi” for minor or “N/A” for

non applicable

el

=9-
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ASSESSM ENT SCORING (Member logo)
Organization : Result
Major CAR or minor Minor CAR on pon
SCORING CHART AN Key requirement | NO CAR | RESULT
Muitiple | Single | Multipie | Single '
findings .| finding findings finding
4] Quality management system T o ey T
4.1 General requirements 0 10 25 40 50 S50
4.2 & 4.3 | Documentation reguirements & anﬁguration management 0 10 ﬁﬂ 40 50 QS
 5|Managementresponsibitty e T N
5.1 Management commitment _ ]
5.2 Customer focus 0 5 15 20 30 3 0
5.3 Quality policy
5.4 Planning 0 10 20 30 40 746
5.5 Responsibility, authority and communication 0 5 15 20 30 3O
5.6 Management review 0 10 | 25 (40} 50 74
6 | Resource Management : o ' (o) T
6.1 Provision of resources s
6.2 Human resources o 10 : 25 40 %0 5 O
6.3 Infrastructure y
6.4 Work environment o "0 2 “ %0 5 0
‘ 7.1 Product realization : L ‘ .(450) L
7.1 Planning of product realization 0 5 15 20 30 20
7.2 Customer related processes 0 . 10 30 50 60 )]
7.3 Design and development e
7.3.1 | D& D Planning ' 0 5 15 20 30 éo
7.3.2-3-4 | Inputs, outputs & review 0 5 15 20 30 )
7.3.5-6 | D&D verification & validation 0 5 15 20 30 ' 3@
7.3.7 | Control of design and development changes 0 5 12 20 30 = Q_
7.4 Purchasing ] 0 10 (30) 50 60 >0
7.5 Product and service provision ~
7.5.1 | Control of production and service provision . 0 10 25 40 50 QO
7.5.2 | Validation of processes for production and service provision 0 10 20 30 40 1/— [
7.5.3 | Identification and traceability 0 10 20 30 40 4O
7.5.4-5 | Customer property & preservation of product 0 5 15 20 30 30
7.6 Control of monitoring and measuring device 0 5 10 15 20 200 |
8| Measurement analysis and improvement - (200) [
8.1 General 0 5 10 15 20 {.2F)
8.2 Monitoring and measurement s
8.2.1 | Customer satisfaction 0 5 10 15 20 P d)
8.2.2 | Internal audit 0 5 15 o) 30 | K]
8.2.3 | Monitoring and measurement of processes 0 5 15 50’ 30 ,%0—_
8.2.4 | Monitoring and measurement of product 0 5 15 20 30 40
8.3 Control of nonconforming product 0 5 15 20 30 ZC
8.4 Analysis of Data 0 5 10 15, 20 Qg_
85 Improvement 0 5 10 {15) 20 -/
— . |880™or
TotaL %80 o 7/ 0
_— - : ot :
;l;t;eu Zztssessed Organization agrees on the Quality System scoring and Corrective Action SCORE 9 / 100 4 /
Organization Representative : Signature : Date : !
Don Milley Lo Pra] Botts By L | Closhke

Pel BFL

(1) When 7.3 is not assessed : SCORE = RESULT X 100

880

-10 -
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CORRECTIVE ACTION REQUEST ' Assessing company

(C.A.R.) logo
L
Organization: ldentification C.A.R. No.:l
Site: , D.ate issuéd: .

Reference Standard: |

Referenced Standard Eiement concerned:

Criticality
Ma / mi

Non-Conformance Descripﬁon

Assessor Name:

Assessor Signature:

Jue date. i

Assessed Organization to compiete the Corrective Action Request with root cause analysis, corrective' | Due date:
action and planned completion date of corrective action, and return to the assessing Company by

Action | Root Cause:
No.:

Action | Corrective Action:
No.:

IPlanned compietion date
of Corrective Action:

Organization Representative Name:

Signature:

Current date:

Verification of the implementation of the completed Corrective Action by the Assessed Organization

Organization Representative Name:

Signature:

Current date:

Verification of the implementation of the completed Corrective Action to be filled out by the Assessing Company

Verification date :

Accepted:
Yes O

No O

Assessor Name : Assessor Signature :

11 -
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List of Recommendations/Observations/Comments | Assessing company
. o fogo
Organization : . ]C) H bﬁ_qﬁ Audit report number ) 4/ 35 1.4 [ TV
ste: Wy, Aensille Issued date bfz5/0d 7
bt ¥ Vi F el 7 =1

ftem Number

" Section

Description

Lead Assessor Name:

fp; C|< @‘ICN;{QVL‘&

—yt

S : Satisfactor)

i

-12-

|
CAR : Corrective action required — Ma : Major corrective’é:liqq — mi : Minor correclive action
N /A : Not applicable - N/E: Not evaluated - P : Product - M : Management
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APPENDIX A
AS9101

QUALITY SYSTEM QUESTIONNAIRE

-13-



1.

SAE AS9101 Revision B

PURPOSE

The purpose'of this document is to present the questionnaire to be used during the “on site”
quality system assessment of Organizations in order to ensure common practices for these
assessments. This questionnaire is relative to the section 1 of AS9100.

USE OF THE QUESTIONNAIRE

The use of this questidnriéire is mandatory and will be a part of the Assessment Report.
The questionnaire is used to evaluate AS9100 standard, section 1.

The audit is undertaken by review against the requirements of the questionnaire and the
findings are recorded as appropriate by annotation of respective columns,

Satisfactory (S)
Not applicable (N/A) the reason shall be documented in the bottomn of the page

Not evaluated (N/E)
Corrective Action Request (CAR) Major (Ma) or Minor (mi.) ﬁndmg

VVVY

The CAR number shall be referenced in the column “CAR number”
The category Ma for Major CAR or mi for Minor CAR shall be included in this column also.

Additional information on questionnaire

Key Requirements: Some requirements are deemed to be very significant and are so
identified by the presence of ‘P’ or ‘M’ against the specific section or question within the

quest:onna;re
“P* direct link with producf

“M” direct link with Management

The extent of Key Réquirement applicability is determined by the location of the ‘M’ or ‘P’. In
the example below all of question 14 is considered as a key requirement.

14

Does the output from the manégement review include any decisions and actions related to :

a)
b)

M

Improvement of the effectiveness of the quality management system and its processas ?

improvement of product related to customer requirements ? and

Resource needs ?

c)

In the second example below only part of question 03, i.e. d) is considered Key Requirement.

03

In planning product realization, does the organization determine the following, as appropriate : T

a)
b)

c)

d)

e

Quality objectives and requirements for the product ?

The need to establish processes, documents, and provide resources specific to the
product ?

Required verification, validation, monitoring, inspection and test activities specific to the
product and the criteria for product acceptance ?

Records needed to provide evidence that the realization processes and resuiting product
meet requirements (see 4.2.4) ?

The identification of resources to support operation and maintenance of the

product ?

14 :




SAE A89101 Revision B

Guidance notes; Certain questions will have a numeric reference that refers to additional
guidance notes which are detailed within the ‘Guidance notes’ section located after the
questions on each page. The guidance notes provide the Auditor with further insight on type
of objective evidence and/or review expectations etc. In the example below, note (1) refers
the auditor to additional notes pertaining to question 1 part a).

48 Does the analysis of data provide information relating to :

a)
b)
c)

Customer satisfaction (see 8.2.1) (1) ? '
]

Conformity to product requirements (see 7.2.1) e ?
Characteristics and trends of processes and products including opportunities for preventlve

action ? And
Organizations ?

d)

Guidance Note _
1) Give examples and check how the organization measures the effectiveness.

References : When a reference (e.g. 4. 1) is added to a questron Itis linked to the
appropriate chapter (e.g. 4.1) of AS9100. -

Objective evidence assessed / Observations / Comments / N/A explanation:
Record the objective evidence reviewed during the assessment or reason for not applicable.

Non-conformities : '

The absence of, or total breakdown of a management element specified in the .

Major :
9100 standard or any non-conformities where the effect is judged to be detnmental
to the integrity of the product or service. .

Minor : A single system failure or lapse in conformance with a procedure relating to the

$100 standard.

Note : A number of minor non-conformities against one requirement can represent a total
breakdown of the system and this can be considered as a major non-conformity

USE OF THE ASSESSMENT SCORING CHART

Following completion of each chapter of the Quality System Questionnaire the
nomenclature Assessment Scoring chart can now be compieted.

The findings of each section and sub-section of the completed Quality System
Questionnaire are reviewed and the Assessment Scoring sheet completed as follows.

> If, multiple findings (i.e. greater than 1) with Major (Ma) Corrective Action Request (CAR) or minor
(mi) CAR on Key requirement in a section, e.g. 4.1 General Requirements then score in Major
CAR or minor CAR on Key Requirement (i.e. any questions with ‘M’ or ‘P’ indicator) “Multiple

findings” column (result = 0), or

> |f, single finding with Major (Ma) CAR or minor (mi) CAR on key requirements in a section, e.g.
4.1 General Requirements then score in Major CAR or minor CAR on Key Requirement “Single
finding” column (result =10}, or

» if, muitiple findings on non Key requirement (i.e. greater than 1) with Minor (mi) (CAR) in a
section, e.g. 4.1 General Requirements then score in Minor CAR on non Key requirement
“Multiple fmdmgs column (result=25), or ‘

-15-
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> If, single finding on non Key requirement witH”Minor {(mi) CAR in a sectlon e.g. 4.1 General
Requirements then score in Minor CAR on non Key requirement “Single findings” column (result

- =40),0r *

> If, no CAR in a section, e.g. 4.1 General Requirements then score in “NO CAR” column
(result=50)

» When a single finding occurred on several questions affecting the same section of the scoring
table (e.g. 4.2 & 4.3 or 5.1-5.2-5.3), then score as “multiple findings”.

Further notes on scgring

The above review criteria should be considered sequentiailly.

Maximum audit total can be,

1000, where audit review comprises whole Qbalify System Questionnaire or,

880, where audit review comprises Quality System Questionnaire less Design and

Development. In this case, the final score = TOTAL X 100
, - 880.

If a complete section line of the score sheet has not been assessed (N/A or N/E) the score |

will be calculated as follow:
TOTAL x 100

Score =  Sum of maximum possible score

The higher the score the greater the level of compliance acknowledged by the audit activity.

“16-
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Summary

Section headings Page numbers
4 QUALITY MANAGEMENT SYSTEM 18
41 General requirements ' 18
4.2 Documentation requirements . 19-20
5 MANAGEMENT RESPONSIBILITY ' 21
51 Management commitment 21
5.2 Customer focus 21
5.3 Quality policy 21
5.4 Planning 21 -
55 Responsibility, authority and communication - 22
5.6 Management review , 23
6 RESOURCE MANAGEMENT 24
6.1 Provision of resources ' 24
6.2 Human resources 24
6.3 Infrastructure 24
6.4 Work environment 24
7 PRODUCT REALIZATION 25
7.1 Planning of product realization 25
7.2 Customer-related processes , .26
7.3  Design and development ' 27-~30
7.4 Purchasing - 31-33
7.5 Production and service provision 34-38
7.6  Control of monitoring and measuring devices 39
8 MEASUREMENT, ANALYSIS AND iMPROVEMENT 40
8.1 General ' 4
8.2 Monitoring and measurement - 41~43
8.3 Control of nonconforming product 44
8.4 Analysis of data 45
8.5 Improvement 46

17 =
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QUALITY SYSTEM QUESTIONNAIRE

KEY CAR N/A
. ASSESSMENT QUESTIONS Requirements| Nomber
. Ma or mi

4

QUALITY MANAGEMENT SYSTEM

4.1

General requirements

01 Has the organization established, documented, impiemented and maintained a quality
management system and continually improve its effecliveness in accordance with the

'requirements of this International Standard ?

02

Does the organization : '

a)

b)
c)

d)

e)

f)

identify the processes needed for the quality management system and their application
throughout the organization (1) ? _ '
determine the sequence and interaction of these processes (1) ?

determine criteria and methods needed to ensure that both the operation .and control of
these processes are effechve ?

ensure the availability of resources and information necessary to supporl the operation
and monitoring of these processes ? :

monitor, measure and analyze these processes ? and

implement actions necéssary to achieve pianned results and continual improvement of

these processes ?

03

Are these processes managed by the organization in accordance with the requirements of this

Intemational Standard ?

04

Where an organization chooses to outsource any process that affects product sonfonnity with
requirements, does the organization ensure control over such processes ?

05 Is the control of such outsource processes identified within the quality management system ?

Note :
product realization and measurement.

Processes needed for the quality management system referred to above should include processes for management, provision,

‘ Guidance Note

1) Main process formally identified e.g. : list, flow diagram, etc.

Objective evidence assessed / Observations / Comments I N/A explanation

S: Satisfactory - CAR: Corrective action required - Ma: Major corrective action - mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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KEY S CAR N/A
ASSESSMENT QUESTIONS | Roaun Nt ‘
Ma ormi

4.2 Documentation requirements

421 General

06 Does the quality management system documentation include :
a) documented statements of a quality policy and quality objectives ? ,
b) a quality manual ? ./
c) documented procedures required by this Intemational Standard ?

d) documents needed by the organization to ensure the effective planning, operation and

. control of its processes ?
e) records required by this International Standard (see 4.2.4) ? and ‘
f) quality system requirements imposed by the applicable Regulatory Authorities ?

<

Does the organization ensure that personnel have access to quality rranagement system

07
documentation and are aware of relevant procedures 7

management system documentation ?

08 Do Customer and/or regulatory authority representatives have access to\ guality / .

422  Quality manual YOO L2570, | Qu/ N .

09 Has the organization established and maintained a quality manual that includes (1) :
a) the scope of the quality management system, including detalls of, and justification for, any.
exclusions ? )
b) the documented procedures established for the quality management system. or reference l/
to them, and when referencing the documented procedures, is the' relationship
between the requirements of this International Standard and the documented

procedures clearly shown (2) ?
c) a description of the interaction between the processes of the quahty management system '7 .

R

documented, implemented and maintained.
Note 2 : The extent of the quality management system documentation can differ from one organization to another due to

a) the size of organization and type of activities,
b) the compliexity of processes and their interactions, and
c) the competence of personnel

Note 1 : Where the term “documented procedure™ appears within this Intemational Standard, this means that the procedure is established,

Guidance Notes
1) Quality manual reference and issue

2) Check the procedure list

Objective evidence assessed / Observations / Comments / N/A explanation
(&Mc& Homd oo meeding oot
ﬂxﬁtaﬂumw--ak—die»

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
MA: Not applicable - N/E: Not evaluated - P: Product - M: Management
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4.2 Documentation requirerhents {continued)
423  Control of documents
10 Are the documenté réquired by the quality management system controlled ? M e
e

11 Are records controlled according to the requirements given in 4.2.4 ?

12 Has a documented procedure been established to define the controls needed to :
a) approve documents for adequacy prior to issue ?
b) review and update as neceséary and re-approve documents ?
c) ensure that changes and the current revision status of documents are identified ?
d) ensure that relevant versions of applicable documents are available at points of use ?
e) ensure that documents remain legible and readily identifiable ?
f) ensure that documents of extemal origin are identified and their dastnbutton controlled ? and
' prevent the unintended use of obsolete documents, and to apply suitabie identification to

9)
them if they are retained for any purpose ?

13 Does the orgamzatlon coordinate document changes with customers.and/or’ regulatory
authorities in accordance with contract or regulatory requirements ?

N

| 42.4 Control of records

14 Are records established and maintained to provide evidence of conformity to requirements and
of the effective operation of the quality management system ?

15 Do records remain iegibte. readily identifiable and retrievable (1) ?

16 Has a documented procedure been established to define the controls needed for the
identification, storage, protection, retrieval, retention time and disposition of records ?

17 Does the documented procédure define the method for controlling records that are
. created by and/or retained by suppliers ?

18 Are records available for review by customers and regulatory authorities in accordance
with contract or regulatory reguirements ?

NENNINE

| 43 Configuration management A W £ ] i, 2 Buc

[

19 Has the organization established, documented and maintained a configuration management
process appropriate to the product ?

S

Guidance Note
1) List records reviewed

Objective evidence assessed / Observations / Comments / N/A explanation
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Y S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not appiicable - NIE: Not evaluated - P: Product - M: Management
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/ ) ' v ASSESSMENT QUESTIONS Requ}i(rEe:’nents s Nf{:&f NA | NE
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42 Documentation require:ﬁents (continued)

423  Control of documents 7',57&—&9;1 '&, l@lﬂwﬁ/

10 Are the documents required by the quality management system carolled ?
11 Are records controlled according to the requirements given in 4.2.4 ? ma,; Tbﬁ 7

12 Has a documented procedure been established to define the controls neezgd to:
a) approve documents for adequacy prior to issue ?

b) review and update as necessary and re-approve dﬂmee/n‘:s/? ﬁe,a./ Qél&
a

c) ensure that changes and the current.revision status of docume re identified ?
d) ensure that relevant versions of applicable documents are available at points of use ?

e) ensure that documents remain legible and readily identifiable ?
f) ensure that documents of external origin are identified and their d
g) prevent the unintended use of obsolete documents, and to apply suitable identification toZ

©  them if they are retained for any purpose ? /
13 Does the organization coordinate document changes with customers and/or ‘fegdlatory‘
authorities in accordance with contract or regulatory requirements ? /3 /) J yy 7.
4.24  Control of records ’ : j/
14 Are records established and maintained to provide evidence of conformity to requirements and
of the effective operation of the quality management system ? )L)
. 15 Do records remain legible, readily identifiabie and retrievable (1) ?

+16 Has a documented procedure been established to define the controls needed for the
identification, storage, protection, retrieval, retention time and disposition of records ? /

ibution controiled ? and

v

17 Does the documented praéedure define the method for controlling records{(hat are
- created by and/or retained by suppliers ? WA/
18 Are records available for review by customers gd regulatory authorities in accordance
with contract or regulatory requirements ? ZJ[ yy
I
| 4.3 Configuration management
19 Has the organization established, documented and maintained a configuration management | P V]

process appropriate to the product ?

Guidance Note

1) List records reviewed A ‘; AeLA YLLLE LA . 4

; I g d A s
LA, 7 e AL -
Observations ] Comménts / N A,éxplanatlon

S
ctive evidence assessed /

Obj
7

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaiuated - P: Product - M: Management
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5 MANAGEMENT RESPONSIBILITY
54  Management commitment '
M

01 Has Top management provided evidence of its commitment to the development and
implementation of the quality management system and continually improving its effectiveness by N
(1): ' . ' ’
a) communicating to the organization the importance of meeting customer as well as statutory
and regulatory requirements ? . { 2.

. '

b) establishing the quality policy ? 7, [ [ ¥ [>]

‘ c) ensuring that quality objectives are established ? W o
, d) conducting management reviews ? And { Véf %
/

-
e) ensuring the availability of resources ? J ‘ ﬂ;%‘/ %1,( W ]

5.2 Customer focus

02 Has Top management ensured that customer requirements are determined and al"e.r‘rlet with the
aim of enhancing customer satisfaction (see 7.2.1 and 8.2.1) ?

| 5.3 Quality policy

03 Has Top management ensured that the gquality policy : o ‘ .
a) is appropriate to the purpose of the organization ? " h
b) includes a commitment to comply with requirements and continually improve the effectiveness ' /
of the quality management system ?

¢) provides a framework for establishing and reviewing quality objectives ?

d) is communicated and understood within the organization (2} ? and .

e) is reviewed for continuing suitability ?

5.4 Planning

54.1 Quality objectives

04 Has Top management ensured that quality objectives, including those needed to meet
requirements for product [see 7.1 a)] are established at relevant functions and levels within the /

organization (3) ?

05 Are the quality objectives measurable and consistent with the quality policy ? M /

5.4.2 Quality management system planning

06 Has Top managenient ensured that : .
a) the planning of the quality management system is carried out in order to meet the requirements D/

(see 4.1), as well as the quality objectives ? and
b) the integrity of the quality management system is maintained when changes to the quality

management system are planned and impiemented ?

Guidance Notes

1) -Evidence of management commitment

2) ldentify and records method of communication

3) Review objectives and status of their implementation

Objective evidence assessed / Observations / Comments / N/A explanation
i g end il g of el fo
Batsrcd, Securad

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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. Ma or mi

5.5 Responsibility, authority and communication

5.5.1 Responsibility and authority

07 Has Top management' ensured that the responsibilittes and authorities are defined and (/
communicated within the organization (1) ? ‘

552 Management representative

08 Has Top management appointed a member of management who, irespective of other M

responsibilities, has respon5|b|||ty and authonity that includes :
ensuring that processes needed for the. quality management system are estabhshed

implemented and maintained ? : 1 /

b) reporting to top management on the performance of the quahty management system and

any need for improvement ?
ensuring the promotion of awareness of customer requirements throughout the organization

? and
d) the organizational freedom to resolve matters pertaining to quality ?

a)

<)

5.5.3 Internal communication

09 Has Top management ensured that appropriate communication processes.are established ‘
within the organization and that communication takes place regarding the effectiveness of the S

quality management system ?

Guidance Note
1) Identify and records method of communication within the organization

Objective evidence assessed / Observations / Comments / N/A explanation
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S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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KEY 's CAR NA | NE
ASSESSMENT QUESTIONS Requirements] Number
Ma or mi
5.6  Management review
5.6.1 General I
iO Has Top management reviewed the organization's quality management system, at planned
intervals, to ensure its continuing suitability, adequacy and effectiveness (1) ? ’ v
11 Does this review include assessing opportunities for improvement and the need for changes to / '
the quaiity rﬁanagement system, including the quality policy and quality objectives ? “
12 Are records from management reviews maintained (see 4.2.4) ? ' 4 |
rd

5.6.2 ' Review input

13 Does the input to management review include information on (2) : .
a) results of audits? _
b) customer feedback? . BT ' /
c) process pérforrnance and product conformity?
d) status of preventive and corrective actions?
e) follow-up actions from previous management reviews? - = - ‘ .
f) changes that could affect the quality management system? And ‘

g) recommendations for improvement?

5.6.3  Review output

's' ,

14 Does the output from the management review include any decis_.ions and actions related to (2) :
d) improvement of the effectiveness of the quality management system and its processes?

€) improvement of product related to customer requirements? And

PN
5

f) resource needs?

Guidance Notes .
1) Records management review frequency and functions involved (e.g : quality, production, etc.)
2) Vernify the availability of input / output data such as: statistical data; graphics; summary tables; reports; etc.

Objective evidence assessed / Observations / Somments / N/A explanation
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S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management

-23-




%M JWZM L Chen

Lp l { A—o““w(
Ko -1 Ak
Cﬁ L, 5 M[u!

Phingee Gy fritin dhaoipfis™ 32577~ o bindon




SAE AS9101 Revision B

QUALITY SYSTEM QUESTIONNAIRE

- KEY S CAR NA | NE
ASSESSMENT QUESTIONS Requirements Nomber
Ma ormi
|
6. RESOURCE MANAGEMENT
6.1 Provision of resources
01 Has the organization determined and pro\)ided the resources needed:
a) to implement and maintain the quahty management. system and contlnually improve its
effectiveness 7 And o

. b) to enhance customer satisfaction by meeting customer requirements 7,

6.2 Human resources

6.2.1 General

02 Are personnel performing work affectlng product quality competent on the basis of appropnate
education, training, skills and experience (1) ?

6.2.2 Competence, awareness and training

03 Does the organization : :

a) determine the necessary competence for personnel performing work affectmg product
quality (2) ?

b) provide training or take other actions to satisfy these needs ?

c¢) Evaluate the effectiveness of the actions taken ?

d); ensure that its. personnel are aware of the relevance and importance of their activities and
how they contribute to the achievement of the quality objectives ?

e) maintain appropriate records of education, training, skills and experience (see 4.2.4) (3) ?

6.3 Infrastructure

04 Does the organization determine, provide and maintain the infrastructure needed to achieve
conformity to product requirements ?
infrastructure includes, as applicable :
a) buildings, workspace and associated utilities ?
‘b) process equipment (both hardware and software) ? And
¢) supporting services (such as transport or communication) ?

6.4 Work environment )

05 Does the organization determine and manage the work environment needed to achieve
conformity to product requirements ?

P

v

Note:
discharge, etc.

Factors that may affect the confonmty ‘of the product include temperature, humidity, lighting, cleanliness, protection from electrostatic

Guidance Notes
1) Review training Records and Plan (status of the current year and of the previous year)
2) Give examples of methods used to determine competence (e.g.: competence matrix, multiskill, ...)

' 3) Review training certificates for the certified personnel and training records (internal and external training courses)

Objective evidence assessed / Observations / Comments / N/A explanation
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S: Sa(:sfactory CAR: Carrebctlve action requtrJd Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable ~ N/E: Not evaluated - P: Product -M Management
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ASSESSMENT QUESTIONS Requ?riyments s NSr:':er NA
L . Ma or mi

6. RESOURCE MANAGEMENT

6.1 Provision of resources

01 Has the organization determined and pro\)ided the resources needed:
a) to implement and maintain the quality management system and continually improve its

effectiveness ? And
b) to enhance customer satisfaction by meeting customer requirements ?,

6.2 Human resources

6.2.1 General

02 Are personnel performing work éffecﬁng produgt quality orﬁgetent on‘tta_e basis of apprgpriate
education, training, skills and experience (1) ? ’,/ b (RN 0L Bad '

6.2.2 Competence, awareness and traini .77
¥

. b
03 . Does the organization : '/QI/%JMW W _
a) determine the_necegsary’ comffetence for pe;rsonnel orming work affecting product
quality (2) 2 ?A}M,WM‘W e
b) provide training or take other aclions to satisfy these needs 7— z g % E . s j
. /

c) Evaluate the effectiveness of the actions taken 7~
d) ensure that its. personnel are aware of the relevance and importance of their activities and
how they contribute to the achievement of the quality objectives ? -~ Sb, :

e) maintain appropriate records of education, training, skills and experience (see 4.2.4) (3)?4

6.3 Infrastructure ,%A,Zjbj;
=17/

.04 Does the organization determine, provide and maintain the infrastructure needed to achieve
conformity to product requirements ? .
Infrastructure includes, as applicabie : .
a) buildings, workspace and assoclated utiities ? - Atopced

‘b) process equipment (both hardware and software) ? And‘Win ,
c) supporting services (such as transport or communication) * (. plate M@ Covaussl
, > 4 G

05 Does the organization determine and manage th

6.4 Work environment ‘
e work environment needed to achieve | P S

conformity to product requirements 7 &WM
. ]

Note : Factors that may affect the conformity of the prt;duct include temperature, humidity, lighting, cleanliness, protection from electrostatic
discharge, etc. '

Guidance Notes

1) Review training Records and Plan (status of the current year and of the previous year)=~

| 2) Give examples of methods used to determine competence (e.g.: competence matrix, multiskill, ...) A
3) Review training certificates for the certified personne! and training records (intemal and extermnal tralning €ourses) Ma&dﬂ/

Agrecrcod]

v

jective evidence asses®ed / Observations / Comments / N/A explanation ‘
‘ 3 o/ v ¢ / V’ # 4 ‘/ vy "',v ? p N
/1 y 4 ! J;,f“ A ’ ’ i/ / 4 -

47,

S: Satisfactory - CAR: Corrective action required — Ma.: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product ~ M: Management
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Ma or mi i

7. PRODUCT REALIZATION

71 Planning of product realization

01 Does the organization plan and develop the processes needed for product realization ?

(see 4.1) ') )
02 s planning ofigroduct realization consistent with the requirements of the other prbcesses of the § .

‘quality management system (see 4.1) ?
03 In planning product realization, does the organization determine the following, as appropriate :

S
a) quality objectives and requirements for the product ?
b) the need to establish processes, doéuments. and provide resources speciﬁp to the I
product ? '
required verification, validation, menitoring, inspection and test activities specific to the

c)
product and the criteria for product acceptance ? ‘
d) records needed to provide evidence that the realization processes and resulting’ product | p

meet requirements (see 4.2.4) ? . . ‘

e) the identification of resources to support operation and maintenance of the

product ?
04 s the output of this planning in a form suitable for the organization's method of operations? B

Objective evidenc s“sesse‘d | Observations / Com.mghts I N/A explanation . . ‘
) "SZM o ma A WWW Klotesec e

S: Safisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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ASSESSMENT QUESTIONS Requ Nombar
- Ma or mi
7.2 Customer-related processes
7.21 Determination of requirements related to the product
M

05 Does the organization determine :
a) requirements specified by the customer including the requirements for delivery and post- /

delivery activities ?
requirements not stated by the customer but necessary for specified or mtended use, where

known ? .
c) statutory and regulatory requirements related to the product ? and

d) any additional requirements determined by the organization ?

.b)

7.2.2 Review of requirements related to the product

06 Does the organization review the requirements related to the product ?
Is the review conducted prior to the organization's commitment to supply a prbduct to the | P
customer (e.g. submission of  tenders, acceptance of contracts or orders, acceptance of

‘changes to contracts or orders) and does it ensure that (1) :

a) product requirements are defined ? ! o

b) contract or order requirem.ents differing from those previously expressed are resolved ’7 ‘ /
c) the organization has the ability to meet the defined requirements ? And

d) risks (e.g., new technology, short delivery time scale) have been evaluated 7

07

08 Are records of the results of the review and actions arising from the review'maintained /
(seed.24) (2)? . '
09 Where the customer provides no documented statement of requirement, are the customer r

requiréments confirmed by the organization before acceptance ?

10 Where product requirements are changed, does the organization ensure that relevant | P
documents are amended and that relevant personnel are made aware of the changed /

requirements ?

Note : In some situations, such as internet sales, a formal review is impractical for each order. Instead the review can cover the relevant
product information such as cataiogues or advertising matenal.

7.2.3 Customer communicaticn
11 Does the organization determine and implement effective arrangements for communicating
with customers in relation to : : (/

a) product information ?
b) enquiries, contracts or order handling, including amendments ? and

¢) customer feedback, including customer complaints ?

Guidance Notes _
1) Check that all affected functions are involved in the review
2). Give exampies

Gbjetivs evidamse somsswad | Obeareeians | Goments 1 WA sxplametion
wad7 @uﬁwf— frf f«ju& Doguumt
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CAR: Corrective action required — Ma: Major corrective action — ml Minor corrective actlon
N/A: Not applicable - ‘N/E: Not evaluated - P: Product - M: Management

S: Satisfactory ~
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QUALITY SYSTEM QUESTIONNAIRE

7.3 Design and development

ASSESSMENT QUESTIONS lRequraments| © | nomose | | NE
Ma or mi

7.31  Design and development planning MR 7F 93(

12 Does the organization plan and control the design and development of product ?

13 During the design and development planning, does the organization determine :

a) the design and develjopment stages (1) ? ' [ /
in respect of organization, task sequence, mandatory steps, significant stages and N

method of configuration control,
b) the review, verification and validation that are appropnrate to each design and development '

stage ? and
¢) the responsibilities and authorities for design and development ?

14 Where appropnate due to complexity, does the orgamzatlon give consideration to the

following activities :

- structuring the design effort Into significant elements 7 o : ,
for each element, analyzing the tasks and the necessary resources for its design /
and development. Does This analysis consider an identified responsible person, .
design content, input data, planning constraints, and performance conditions. Is '
the input data specific to each element reviewed. to ensure consistency with

requirements ? o ' "

15 Does the organization manage the interfaces between different groups invoived in design and ' /
development to ensure effective communication and clear assignment of responsibility ?

16 s planning output updated, as appropnate, as the design and development progresses ?

17 Are the different design and development tasks to be carried out defined according to | P -y
specified safety or functional objectives of the product.In accordance w:th customer ./

and/or regulatory authority requirements (2) ?

7.3.2 Design and development inputs ;

18 Are inputs relating to product requirements determined and are records maintained (see 4.2, 4) M . ,

3)? :
Do these inputs include : ' . Ve
a) functional and performance requirements ?

b) applicable statutory and regulatory requirements ?
c) where applicable, information derived from previous similar designs ? and

d) other requirements essential for design and development ?

19 Are these inputs reviewed for adequacy ?

e
~

20 Are requirements completed, uhambiguous and not in conflict with each other ?

Guidance Notes
1) Give at least an example of a completed design & development plan, or an example of one in progress, that identifies the planning of
tasks and key events.

2) Give an exampie
3) Review applicabie input data (give examples)

Objective evidence assessed / Observations / Comments / N/A e
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S: Satisfactory - GAR: Corrective action required — Ma Major corrective action — mi: Mmo/ rrective action

N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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ASSESSMENT QUESTIONS AR
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7.3 Design and development (continued)

7.3.3 Design and development outputs

21 Are the outputs o_f design and development provided in a form that enables verification against

the design and development input a_nd approved prior to release ? » / |
22 Do the design and development outputs : o M ' '
a) meet the input requirements for design and development ?
b) provide appropriate information for purchasing, production and for service provision ?
c) contain or reference product acceptance criteria ? /

d) specify the characteristics of the product that are essential for its safe and proper use ? and

e) identify key characteristics, when applicable, In accordance with design or contract
requirements ?

23 Is all pertinent data required to allow the product to be identified, manufactufed, M
inspected, used and maintained defined by the organization; for example:
- drawings, part lists, specifications ?

- a listing of those drawings, part lists, and spec:ﬁcatlons nncessary to define
the configuration and the design features of the product ?

- information on material, processes, type of manufacturing and assembly of the

product necessary to ensure the conformity of the product ? ' ) '
7.3.4  Design and development review ‘

24 At suitable stages, are systematic reviews of design and development performed in accordance | M
with planned arrangements (see 7.3.1) to (1) : :
a) evaluate the ability of the resuits of Design and development to meet requurements ? . /

b) identify any problems and propose necessary actions ? and
c) authorize progression to.the next stage ?

25 Do participants in such reviews include representatives of functions concerned with the design
- and development stage(s) béing reviewed ?

26 Are records of the results of the reviews and any necessary actions maintained (see 4.2.4) ?

7.3.5 Design and development verification

|27 Is verification performed in accordance with planned arrangements (see 7.3.1) to ensure that
the design and development outputs have met the design and develdpment input requirements ?

NN

128 Are records of the results of the reviews and any necessary actions maintained (see 4.2.4) ?

Note : Design and/or development verification may inciude activities such as :
- performing alternative caicuiations

- comparing the new design with a similar proven design, if available
- undertaking tests and demonstrations, and

- reviewing the design stage documents before release.

Guidance Notes

1) Give evidence of reviews

Objective evidence assessed / Observations / Comments / N/A explanation

deo Petivg - €09 r;/?/w @ug}{w?; )ujo Fac MY199
(S Q/’Z/o( Covitpscdim SZ\,u‘ /{7’7"“‘

o/
&W g‘“”(fi‘/'“ FAC- A us™-(500

S: Satisfactory - CAR: Correclive action required — Ma: Major corrective action — mi: Minor correct/ve action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.3 Design and development (continued)

7.3.6 Design and development validation

29 Is design and development validation performed in accordance with planned arrangements P
(see 7.3.1) to ensure that the resulting product is capable of meeting the requirements for the /
specified application or intended use, where known ? '

30 Wherever practlcable |s validation completed prior to the dellvery or implementation of the

NEN

Product ?

31 Are records of the results of validation and any necessary actions maintained (see 4.2.4) ?

Note:
-Design and/or development validation follows successful design and/or development venﬁcatlon

-Validation is normally performed under operating conditions.
-Validation is normally performed on the final product, but may be necessary in the earher stages prior to product completion.

-Multiple validations may be performed if there are different intended uses.

7.3.6.1 Documentation of design and/or development verification and validation

32 Atthe completion of design and/or development, does ﬂ)é organization ensure th'.at M
reports, calculations, test resuits, etc., demonstrate that the product definition meets the ‘ ‘/
specification requirements for all identified operational conditions? . "

7.3.6.2 Design and/or development verification and validation testing

_ 33 Where tests are necessary for verification and validation, are these tests planned, P

controlled, reviewed, and documented to ensure and prove the following (1) : . o

a) test plans or specifications identify the product being tested and the resources being /
used, define test objectives and conditions, parameters to be recorded, and relevant
acceptance criteria 7 -

b) test procedures describe the method of operation, the performance of rhe test, and ,
the recording of the results 7

c) the correct configuration standard of the product is submitted for the test ?

d) the requirements of the test plan and the test procedures are observed ?

e) the acceptance criteria are met ?

Guidance Note
1) Give an example of a qualification report

Objective evidence assessed / Observations / Comments / N/A explanation

-Y&L,U\Luww) Z’W'f“W"" ECLSS (g

Iofl i
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S: Satisfactory - CAR: Corrective action required — Ma: Majfor corrective action — mi: Miner corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.3 Design and de\)elopment {continued)

7.3.7  Control of design and development changes

34 Are design and development changes identified and records maintained ?

35 Are the changes reviewed, verified arid validated, as appropriate, and approved before

implementation (1) ?
36 Does the review of design and development changes include evaluation of the effect of the

changes on constituent parts and product already delivered ?

37 Does the organization’s change control process provide for customer and/or regulatory
authority approval of changes, when required by contract or regulatory requirement ?

NN N NS

|38 Records of the results of the review of changes and any necessary actions maintained

(see 4.2.4)?

Guidance Note
1) Givean example

_ Objectlve evidence assessed l Observations / Comments / N/A explanatlon

FCed _ Fo* DUCEPL *

ED23-2LST { TCM U5 (4~
Eb23- 2047 ! Fem LisY, —[

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.4 Purchasing 2 M W
7.41  Purchasing process W 4 34.& [
39 Does the organization ensure that purchased product conforms to specnﬁed purchase P

40 Is the type and extent of control applied to the Supplier and the purchased product dependent.
upon the effect of the purchased product on subsequent product realization or the final product ?

41 Is the organizaticn responsible for the quality of all products purchased from suppliers,

including customer-designated sources 9%4/
42 Does the organization evaluate and select Supbliers based on thelkablllty to supply product in
accordance with the organization's requirements ?M g ¥

43 Are criteria for selection, evaluation and re-evaluaﬁawr establish

44 Are records of the results of gvaluations and any necessary
maintained (see 4.2.4) 7~ M y, o 1.

45 Does the organization :
a) Maintain a register of approved Suppliers that includes the scope o

f the a rov /
n?
b) Periodically review Suppliers performance and use the records of th reviews as ‘Z

a basis for establishing the Jevel of controls to be implemented (2) ? g&}() ; @7A
c) Define the necessary actions to take when dealing with Suppliers that do not m
requirements 7.Ans _
d) Ensure where required that both the o ization and all Suppliers use customer-
approved special process sources 7~ AT

e} Ensure that the function having responsibliity for approvi Sup‘plier' éuality
systems has the authority to disapprove the use of sources ? —M@M

Guidance Notes , . X

1) Review current list of approved SupphersMM) . : C .

2) Review suppliers performance / measurement system (e.g.: supplier rating, etc.) O

Objective evidence assessed / Observations / Comments / NIA explanatlo

@A 59//5

4

'lll”"l/l/- ”/’/II’ "f[/’

S ) /.
W 4"@ /, ’, / , /,c/- —a ajor (bctive action — mi: Minor correctNe action

isfacton v -
N/A: NBt appllcab/e N/E: Not evaliated - P/ Product - M: Management
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7.4 Purchasing (continued)
7.4.2 Purchasing information
P
46 Does purchasing information descnbe the product to be purchased, including where
1 appropriate (1) : _

a) requirements for approval of product, procedures, processes and equipment ? 3&_/
b) requirements fo)' qualification of personnel ? '
¢) quality management system requirements ?
d) the name or other positive "identlﬁcatioh, and applicable issues of specifications,

drawings, process requirements, lnspectlon instructions and other relevant technlcal

data ?
e) requirements for design, test, examination, inspection and related instryction# for

acceptance by the Organization ?
f) requirements for test specimens (e.g., production method, number, storage

conditions) for design approval, inspection, investigation or audltmg ?
g) requirements relative to :

- supplier notification to Organizationr of nonconforming product ? .and
- arrangements for Organizaﬁonr approvaij of supplier nonconforming material ? '
h) requirements for the supplier to notify the Organization of changes in product and/or
. process definition and, where required, obtain organization approval ? ) ]

D nght of access by the organization, their customer, and authorities to a_II facilities

invoived in the order and to all applicable records ? and
Jj) requirements for the supplier to flow down to subtier supphérs the applicabie

required ? S

47 Does the orgamzé;n ensure the adequacy of specified purchase requirements prior

“to their communication to the supplier ?
7]

Guidance Note
1) Examine purchase orders that apply to several types of procurement.

[y

1

, E‘zfja‘ y .
PONAs & 95053, VA= §-0lldo

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not appiicabie - N/E: Not evaiuated - P: Product - M: Management
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7.4 Purchasing (continued)

7.4.3 Verification of purchased product

48 Does the organization establish and implement the inspection or other activities necessary for
ensuring that purchased product meets specified purchase requirements, they may include
obtaining objective evidence of the quality of the product from suppliers (e.g.,
accompanying documentation, certificate of conformity, test reports, statistical records,
process control, inspection and audit at supplier's premises, review of the required

.

49 Is purchased product held until it has begy verified as conforming to specified

docurﬁentation, inspection of products n recejpt, and, delegation of verification to
the supplier, or supplier certification ? %Q_/p )

requfrements unless it is released under positive recall procedure %@/

50 Where the organization utilizes test reports to verify purchased pro#lict, is the data in |
™ those reports acceptable per applicable specifications (1) ? ébi/

51 ) Does the organlzation periodically validate test reports for ravalaterial (1) ?M/ .

52 Where the organlzat:on delegates verification activities to the supplier, are the r@uremens
for delegation defined and a register of delegations maintained (1) ?

53 Where the organization or its customer intends to perform verification at the supplier's
premises, does the organization state the intended verification arrangements and method of

__product release in the purchasing information? '

54  Where specified In the contract, is the customer or the customer’s representative

that subcontracted product conforms to speclﬁed requirements ?

afforded the right to verify at the supplier's premises and the organization’s premlses_

55 It is ensured that verification by the customer is not used by the organization as
evidence of effective control of quality by the supplier (it does not absolve the
organization of the responsibility to provide acceptable product, nor shall it preclude
- subsequent rejection by the customer) ?

Guidance Note
1) Give an example

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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'7.5 Production and service provision

7.5.1 Control of produétlon and service provision

56 Does planning consider, as applicable :
- the establishment of process controls and development.of control plang where
key characteristics have been identifie ﬂé‘ i d W 4
the identification of in-process verification points when adequate verifigation pf
conformance cannot be performed at a later stage of realizatio
the deslgn, manufacture, and use of toollng so that variable measurements can
be taken, particularly for key chagacteristics, and
- special processes ('see 7.5.2). s
57 Does the organization plan and carry out production

conditions (1). ﬁf&/ : . o
Do these controllgd conditions include, as applicable :
a) the availability of information that describes the characteristics of the produet ?\Aj :

b) the availability of work instructions, as necessary 2
c) the use of suitable equipment ? W
- d) the availability and use of monitoring ahd measuring devices ?

e) the implementation of monitoring and measurement ?

f) the implementation of release, delivery and post-delivery activities ?

g) accountability for all product{uring. manufacture .{e g., parts gu. tmes split orders,
nonconforming product) ?

d service provision under controlled

h) evidence that all manufaeturing-arrd inspection opergtion pleted as | P
planned, or as otherwise documented and authorize i
) provision for the prevention, detection, and removal of foreign ob, Y/ P27 W

f} monitoring and control of utilities and supplies such as water, compressed air,
electricity and chemical products to the extent they affect product quality ? and,

k) criteria for workmanship, which shall be stipulated in the clearest practical mahner
(e.g., written standardsl, ‘representative samples or illustrations) 7= /44,0

Guidance Notes
1) List the Part Number(s) used for this review@p;

' 76
6 Plan 203, ZF Liar sdeconce blbnedap éy
stg aa&MW«Wm/é o3, 1ol
Povcces, 10 s RDs et & Vs f/’//v( 10/26/63 £
s G g oo . MSFC-ROMT-Z588 /)85’//0/4/» 33

16/29/6 3 ,gawd%mada/ Vi

, --HDB 51, £
mMSFEe- HDEK-30 C//ﬂ3c%%%’ﬁ.

JAD- WSHL-TCd-3370: MGUEMSQSPCENOOI-

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi- Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.5 Production and service provision (continued)

7.5.1.1 Production documentation

58 Are production operations carried out in accordance with approved data ? A.éy

59 Does the data contaln as necessary :

a) drawings, parts lists, process flow charts including inspection operations,
production documents (e.g., manufacturing plans, traveler, router, work order,
process cards); and inspection documents (see.8.2.4.1) ? and

b) a list of specific or non-specific tools and numerical control (NC) machine pregrams

required and any specific instructions associated with their use ?

)

7.5.1.2 Control of production process changes

60 Are persons authorized to approve changes to production processes ldentlf' ed (1) ?,

and/or regulatory, authority approval in accordance with contract or 'regulatory

requirements ? 4,4_/

61 Has the organization identified and obtained acceptance of changes that require custc“er ’

62 Are changes aﬁ‘@’ctmg processes, production equ:pment tools and programs
documented 7

63 ' Are procedures available to control their implementation 7 Mw/ )

64 Are the results of changes to production processes assessed Uconﬁnn that the desired
effect has been achieved without adverse effects to product quality ?

P

7.5.1.3 Control of production equipment, tools and numerlcal control {N Cq machine programs

65 Are production equipment, tools and programs validated prior to use and mamtamed ‘and
inspected periodically according to documented procedures ?

P

66 Does valldation prior to production use include verifi cation of the first article produced to
the design data/specification ? .

P

67 Are storage requirements, including periodic preservation/condition checks, establlshed
for production equipment or tooling in storage ?

AN
NN

7.5.1.4 Control of work transferred, on a temporary basis, outside the orgamzatlon‘s facllmes '

68 When planning to temporarily transfer work to a location outside the organization’'s
facilities, does the organization define the process to control and validate the quality of
the work ?

<!

Guidance Notes . .

Objective evidence assessed / Observat‘i;)ns / Comn(lénts I N/A explanation

") Cleayssene oo procecres £ Yoyl Loy hetrndad], loals,

) est- s (At ( SPICE
QAL Ofptigi . fpiaecsst—s |

-

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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‘7.5 Production and service provision (continued)
7.5.1.5 Control of service operations
69 Where servicing is a specified requirement, do service operation processes provide for :
a) amethod of collecting and analyzing In-service data ? '
b) actions to be ftaken where problems are identified after delivery, Including
investigation, reporting activities, and actions on service infonnatipn consistent
with contractual and/or regulatory requirements (1) (2) ?
¢) the control and updating of technical documentation 7
d) the approval, control, and use of repair schemes (3) 7 and,
e) the controls required for off-site work (e.g., organlzation 's work undertaken at the a
customer’s facilities) ? .
| 7.5.2 Validation of procésses for production and service provision

70 Does the organization vé_lidate any processes for production and service provision where the
resulting output cannot be verified by subsequent monitoring or measurement (This includes
any processes where deficiencies become apparent only after the product is in use or the

" service has been delivered) (4) 7'

Note :These processes are frequently referred to as special processes.

71

Does validation demonstrate the ability of these processes to achieve planned results ?

72 Has the organization established arrangements for these processes including, as applicable :

a) defined criteria for review and approval of the processes ?
-qualification and approval of speclal processes prior to use ?

b) approval of equipment and qualification of personnel ?

¢) use of specific methods and procedures ?
- control of the signiﬁcant operations and parameters of special processes in
accordance with documented process specifications and changes thereto (5) ?

© d) requirements forrecords (see 4.2.4) ?
e) and revalidation ?

)

1)

Guidance Notes
Review reports issued following visits to the customer (technical support). Comment on method of collection of in service data. Examine

some investigation reports
Review evidence of implementation of corrective and preventive actions.

Review evidence of what has been assessed ( e.g.: maintenance manual, repair manual, information to customer)

Verify the existence of list of special processes.
Give examples

558 Fiat
72.6./.5%

Objective evndence assessed / Observatlons / Comments / N/A expjanation

s on SELET

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
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N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.5 Production and service provision (continued)
7.5.1.5 Control of service operations
69 Where servicing is a specified requirement, do service operation processes provide for :
a) amethod of collecting and analyzing in-service data 7

b) actions to be taken where problems are identified after delivery, including \/
investigation, reporting activities,  and actions on service lnfonnatlon consistent ' ;

with contractual and/or regulatory requirements (1) (2) ?

¢) the controj and updatlng of technical documentation ?

d) the approval, control, and use of repair schemes (3) 7 and,

e) the controis required for off-site work (e.g., organlzatlon 's work undertaken at the
customer’s fac:lltles) ? :

1752 Validation of processes for production and service provision
70 Does the organization véﬁdate any processes for production and service provision where the P
resulting output cannot be verified by subsequent monitoring or measurement (This includes %
any processes where deficiencies become apparent only after the product is in use or the
v service has been delivered) (4)? - ' : Co
Note :These processes are frequently referred to as special processes. M Wﬁum/
- : 7 £ f -
71 Does validation demonstrate the ability of these processes to achieve planned resuits ? l p JW \/
i J .
72 Has the organization established arrangements for these processes including, as applicable : M . ' 1

a) defined criteria for review and approval of the processes ?
-qualification and approval of speclal processes prior to use ?
b) approval of equipment and qualification of personnel ?

c) use of specific methods and procedures ?

- control of the significant operations and parameters of special processes in
accordance with documented process specifications and changes thereto (5) ?

- d) requirements for records (see 4.2.4) ? . .
e) and revalidation ? Vet W W
T

Guidance Notes .
1) Review reports issued following visits to the customer (technical support). Comment on method of collection of in service data. Examine

some investigation reports
2) Review evidence of implementation of corrective and preventive actions.
3) Review evidence of what has been assessed ( e.g.: maintenance manual, repair manual, mfonnatlon to customer)

4) Verify the existence of list of special processes.
5) Give examples

Objective evidence assessed / Observations / Comments / N/A explanation

MOMM f()sWMwa

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaiuated - P: Product - M: Management
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7.5 Production and service provision (continued)

7.5.3 Identification and traceability

73 Where appropriate, has the organization identified the product by suitable means throughout
product realization ? el

74 Does the organization maintain the identifica ié of the configuration of the product in | P
order to identify any differences between fhe actual configuration and the agreed

canfiguration. ?

75 Has the organization identified the product status with respect to monitoring and measurement
requirements ? 7).
LA

- 4

76 When acceptance authority medla are used (e.g., stamps, electronic "signatu
passwords), does the organization establish and document controls for the media (1) ?

77  Where traceability is a requirement, does tﬁ orgamzatvon ﬂol and record the unique |
| identification of the product (see 4.2.4) ? \1" [70

78 According to the level of traceability requ:red by contract, regulatory, or other gstablished | p

requirement, does the organization’s system provide for (2) : A/ 5

a) identification to be maintained throughout the product life 7. M

b) all the products manufactured from the same batch of raw materialor from the same
manufacturing batch to be traced, as well as the destmauon (delivery, scrap) of all
products of the same batch ?

¢) in any assembly, the identity of its componem‘s and those of the next higher
assembly to be traced? ‘

d) in any given product, a sequential record of its production (manufacture, assembly,
inspection) to be retrieved ? '

v&\/m WWWNK [

| Note: _In some industry sectors, confi guratlon management is a means Q[whlch identification and traceability is maintained.

/5.4 Customer property m UG’HM&" / ./D QL Hw}f .

79 Does the organization exerclse care with cﬂsto er property while it is unde/ the g@amza# s N \
control or being used by the organization (3) ? -

80 Has the organization identified, verified, pr and safeguarded customer property provided ’ Q '

for use or incorporation into the product ?

81 Does the organization define methods to {flentify and record customer products that are fost,
damaged or otherwise made unusabie and report such to the customer ? =«

Nate: Customer property can include intellectual property, including customer furnished data used for design, production and/or
inspection. .

| Guidance Notes <

1) Give examples of method(s) used }
2) Give examples of traceability level applie¢f/(up and down) = Io/

3) Identify types of product supplied by the customer.
L

Objective €

jdence assesselebservatlgngé/ mments / NJA explaga IOI'I
, Z Zé 2 : y 'i! : (z:n‘ /“k .

S: Satisfactory - CAR: Correclive action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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7.5 Production and service provision (continued)

7.5.3 ldentification and traceability

73 Where appropriate, has the organization identified the product by suitable means throughout
product realization ?

74 Does the organization maintain the identification of the configuration of the product in | p
order to identify any differences between the actual configuration and the agreed

configuration. ?

75 Has the organization identified the product status with respect to monitoring and measurement
requirements ?

76 When acceptance authority media are used (e.g., stamps, electronic signatures,
passwords), does the organization establish and document controls for the media (1) ?

\\\Kl\

77  Where traceability is a requirement, does the organization control and record the unique
identification of the product (see 4.2.4) ?

78 According to the level of traceability required by contract, regulatory, or other establlshed P '
requirement, does the organization’s system provide for (2) : \
a) identification to be maintained throughout the product life 7
b) all the products manufactured from the same batch of raw material or from the same o
manufacturing batch to be traced, as well as the destmatron (delivery, scrap) of all
products of the same batch 7
¢) in any assembly, the identity of its components and those of the next higher
assembly to be traced? :
- d) In any given product, a sequential record of its production (manufacture, assembly,
inspection) to be retrieved ?

N

l Note: in some industry sectors, configuration management is a means by which identification and traceability is maintained.

7.5.4 Customer property

79 Does the organization exercise care with customer property. while it is under the prgamzatlon s e
control or being used by the organization (3) ? ' '

80 Has the organization identified, verified, protected and safeguarded customer property prowded ' '/"
for use or incorporation into the product ?

81 Does the organization define methods to identify and record customer products that are lost, /
damaged or otherwise made unusable and report such to the customer ?

Note: Customer property can include intellectual property, including customer furnished data used for design, production and/or
inspection.

| Guidance Notes

1) Give examples of method(s) used
2) Give examples of traceability level applied (up and down)

3) Identify types of product supplied by the customer.

Objective evrdence assessed / Observatrons / Comments / N/A explanation

253 ~ Luduck - MM Tw‘mdz ,ufowf (ed 6ot Yt A

75,‘{ CDW M\/‘Wéﬂ? W@w«”,&«% Alerca - CLT-EQ- 43- goo7
umseio flrimsds saindsinsd in okt b foom

LM Dy,

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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'75 Production and service provision (continued)
7.5.5 Preservation of product

82 Does the organization preserve the conformity of product during intemal processing and delivery
to the intended destination ?
83 Does the preservation include identification, handling, packaging, storage and protestion ?

85 Does preservation of product also Include, where applicable in accordance w:th product
specifications and/or requlations, provisions for :
a) cleaning ? _
b) prevention, detection and removal of foreign objects ?

\C

c) special handling for sensitive products ?
d) marking and labeling lncludmg safety warnings ? 76/& zm Qj‘ M
e) shelf life control and stock rotation ? ﬁ/‘/

"} ___special handling for hazardous materials ? ‘
86 Does the organization ensure that documents required the contradvorder

accompany the prome present ah di Ilvery and are protected agalnst loss and :
~_deterioration 7 ) '

Objective evndence assessed / Observatlons / Commnnts { N/A explanatlon

84 .Does preservation also apply to the constituent parts of a product ? . : S

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management

-38-




SAE AS9101 Revision B ' ,

QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS ¢ IRequirements Number

Maormi -

7.6 __ Control of monitoring and measuring devices Ll Fe3136.5
87 Does the organization determine the monitoring and measurement to be undertaken and the
monitoring and measuring devices needed to proyide evidence of conformity of product to

" determined requirements (see 7.2.1) (1) ?
88 Does the organization maintain a regislter of these monitoring and measuring devices, | M ;
and define the process employed for their calibration including details of equipment

type, unique identification, location, frequency of checks, check method and acceptance ,
criteria ? W) ﬁf) .2 ‘/%a,g/ :
Note : Monitoring and measuring devices nclu e, but are not limited to: test hardware, test

software, automated test equipment (ATE) and plotters used to produce inspection data. it .

also includes personally owned and customer supplied equipment used to provide evidence '
.| of product conformity. ’

89 Does the organization establish processes to ensure that monitoring and measurement can be
n?ner that is consistent with the monitoring and

carried out and are carried out in a
measurement requirements 2/

90 Does the organization ens that environmental conditions are suitab‘lg for the
calibrations, inspections, meastrements and tests being carried out ?_, / ?/ .

91 Where necessary to ensure valid results, is measuring equipment :

a) calibrated or verified at specified intervals, or prior to use, against measurement standards
traceable to intemational or national measurement standards; where no such standards ( . -

[

N

w (A

[

exist, the basis used for calibration or verification shall be recorded (2) ?
b) adjusted or re-adjusted as necessary ? :
c) identified to enable the calibration status t&/be determined ? ﬂl)ﬁ
d) safeguarded from adjustments that would invalidate the measygement result ? : ) h
protected from damage and deterioration during handling, maintenance and storage ? 'é 2 / _/%a

f) _recalled to a defined method when requiring calibration ? P
92 Does the organization assess and record the validity of the previgus suring results when the ' '

equipment is found not to conform to requirements ? ‘
93" Does the organization take appropriate action on the #ipment and any product affected ?W P

94 Are records of the resuits of calibration and veriﬁcation'maintained' (see 4.2.4)7 . M/ﬂ/ '

95 When used in the monitoring and measurement of specified requirements, is t@ abiﬁfy of P
computer sofiware to satisfy the intended application confirmed ? M

96 Is this undertaken prior to initial use and reconfirmed as necessary ? ﬂ - ld)
/7

Guidance Notes Usnelets M Cubao Heesled, Y

| 1) Review that the organization has a process for ensuring the capability of measurement system (e.g. interval Analysis, Resolution
Analysis, Gage Repeatable & Reproducibility, etc.) .
2) Ensure the links to the recognized intemational / natighal standard. %At ﬁZ ﬁﬂ Eé 1 Q Z 5 z ‘
7
Objective evidence assessed / Observations / Comments / N/A expianation . m 4 Py ?
ﬂéﬁu%dﬂ o, MCAHAS, 073155577, =

« 3&77{’“&! , 100 Lebl~ ; cein sl WW

{

(A

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY SYSTEM QUESTIONNAIRE

KEY E) CAR | NA
ASSESSMENT QUESTIONS Requirements| Number
Ma or mi

'8 MEASUREMENI ANALYSIS AND }MPROVEMENT

8.1  General 1 V0-0K8 )‘/ y/5 -

01 Does the organization plan and implement the monitoring, (pleasurement, analysis and M ’ <i .
improvement processes needed (1): -~ )0 :
a) to demonstrate conformity of the p'roduct?d‘of A Alesr" . : I

. b) to ensure conformity of the quality management system, and W‘O M‘éﬂ

c) to continually improve the effectiveness of the quality management system ? .
02 Does this include determination of appiicable methods, including statistical techniques, and the
extent of their use ? : S

Note : According to the nature of the product and depending on the specified requ:rements statistical techniques may be used

to support:
-design verlfication (e.g., reliability, maintainability, safety) ;

-process control : . . )
e selection and Inspection of key ‘charac stlcs, o, ' w& :
« process capability measurements; : ’ 7 / /

» statistical process control; —
e design of experiment; —
-inspection — matching sampling rate to the criticality of the product and to the process capability ;

-failure mode and effect analysis.

‘Guidance Notes'

1) Give examples of data-A _{_
/-

ive evidence assessed / Observatlons / Commenw

S: Satlsfactory CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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8.2 Monitoring and measurement (continued)

8.2.1 Customer satisfaction

03 As one of the measurements of the performance of the quality management system, does the
organization monitor information relating to customer perception as to whether the organization

has met customer requirements (1) ?

N

1N

04 Are the methods for obtaining and using this information determined?

822 Internal audit /j LG 1250. ¢ /aw—ﬁ -

05 Does the organization conduct intemal audits at planned intervals to determme whether the

quality management system (2) :
a) conforms to the planned amrangements (see 7. 1), to the requirements of this Intemational fJC’

Standard and to the quality management system requirements established by the
organization? and
b) is effectively implemented and maintained?

06 Is an audit program planned, taking into consideration the status and |mportance of the
processes and areas to be audited, as well as the results of previous audits? .

~ <

07 Is the audit criteria, scope, frequency and methods defined?

08 Does the selection of auditors and conduct of audits ensure objectmty and |mpart|allty of the
audit process (3) ?

09 Does the organization ensure internal auditors do not audit their own work ?

10 Are the responsibilities and requirements for planning and conducting audits, and fnr reporting
results and maintaining records (see 4.2.4) defined in a documented procedure ? ]

11 Do the management responsible for the areas being audited ensure that actions are taken
. without undue delay to eliminate detected nonconformities and their causes ?

12 Do follow-up activities include the verification of the actions taken and the reporting of
verification results (see 8.5.2) (4) ? .

13 Are detalled tools and techniques developed such as check sheets, process ﬂov;vch‘a}t‘s,
or any similar method to support audit of the quality management system requirements ?

14 Are the selected internal audit tools acceptable in measuring the effectiveness of the
Internal audit and overall organization performance ? .

=
SSINISNRIERS

15 Do internal audits also meet contract and/or régulatory requiremeiits ?

Guidance Notes
1) Give examples of how custorner's satisfaction is measured, committed, and acted upon.
2) Review of audit pian (status of the previous year and progress of the current year).

3) Check the list of approved auditors.
4) Review type of audits (questionnaire, synthesis, circulation, request for corrective actions, comective actions follow-up).

Objective evidence assessed / Observations / Comments / N/A explanation

(oatifsdbedud, - odf o oﬁjwfl ¢M0&W

Wdib % ) ps300v0. -
pS 722004964 - rjbal ol-. WW/,UC,‘J, &WMK«/M
A ¥los %

Udhecs cfcen tfulin posridid of wgl s = A sk

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action ~ mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product -M: Management
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QUALITY SYSTEM QUESTIONNAIRE

KEY S CAR NA | NE -
ASSESSMENT QUESTIONS Requirements Number
Ma or mi

8.2 Monitoring and measurement (continued)
8.2.3 Monitoring and measurement of processes

and, V(here applicable,

16 Does the organization' apply suitable methods for monitori

e

measurement of the quality management system processes ?§.

17 Do these methods demonstrate the ability of the processes to achieve planne
18 When planned results are not achieved, is ction and corective action ta

appropriate, to ensure conformity of the product ? Y7 A~ ' Aol e

19 In the event of process nonconformity, does the organization (1) :
a) take appropriate action to correct the nonconforming process ?

b) evaluate whether the process nonconformity has resulted in product nonconformity ?

and
c) identimntrol the nonconforming product in accordance with clause 8.3 ?
8.24 Monitoring and measurement of product «
20 Does the organization monitor and measure the characteristics of the pmduct to verify that | P
- product requirements have been met ? .

21 Is this cammied out at appropriate stag
the planned arangements (see 7.1) ?

| 22 .When key characteristics have been uﬁ}rtn" ed, are they monitored and contmlled ? P

23 When the organization uses sampllng Inspection as a meaps of product acceptance, is
the plan statrstlcally valid and appropriate for use 7 A&

24 Does the plan preclude the acceptance of lots mse sample have known

nonconformities ?
25 When required, is the plan submltted for customer approval ? /
26 Is product held until It has been inspected or otherwise verified conforming to | P
specified requirements, except when product is released under positive-recall
. procedures pending completion of all required measurement and monitoring actlvn‘les ?

AW

of the product ;ﬁhzanon process'in accordance with

27 is evidence of confermity with the acceptance criteria maintained ?

28 Do records indicate the person(s) authonzmg release of product (see 4.2 W'P W ._

29 Is product release and service de’livery heid untif all the pianned arrangementgsee 7.1) have
been satisfactonily completed, unless otherwise approved by a relevant authority and, where

applicable, by the customer 2 7 { y,
4L4__

o

W A 0 [0 A 0t [ @]

Guidance Note O
1) Give examples of non conformity (product, process, ...)\ :é'dé ﬂ @c d 4 ; cZZ ’-"Zi v L é 4 é

Objectlve evjdence assessed / Observatlons / Comments I N/A explanatlon -

L%f’ . / o, Z plciiss
2/ "’" 4 Fpm y "”’ ’ sr)%
. _ 0 B oA/ f; - ’

F(%_:g PECNP o0 §T F ) S]’F—Fé'a/sl%c%daaa@@*ﬂ/

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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KEY S CAR ' NA | NE
1 ASSESSMENT QUESTIONS Requirements| Number
| Ma or mi

8.2 Monltorj and measurement (contmued)

8.-2.4.1 Inspection documentation Mﬂ 8 CQ q 7277 F 4 27 5 Q; éL — .

30 Are measurement requirements for product or service acceptance documented ?
31 Does this documentation, which may be part of the produc documentation, include : | p ,
a) Criteria for acceptance and/or rejection ? .
b) Where in the sequence measurement and tésjing operatlons are performed 7 ”72\ ﬁ

¢} arecord of the measurement results ? and

d) type of measure instryments required Ghd any spec:ﬁc instructions assoclated
with their use\y 1 J A en D

32 Do test records show actual est results data when required by specification or .

acceptance test plan ? / N ) n )O ﬂ( Y Y S
33 When required to demonstr product qualification Yoés the organization ensure that ' S
records provide evidence that the @duct meets the ,dff ined requirements ? - ‘

8.2.4.2 First article inspection W / ' ,

34 Does the organization’s system provide rocess for the inspection, verifi catlon, and |P
documentation of a representatlve item from the first production run of a new part, or : 5 .

following any subseque hapge that invalidates the previous first article insgection "
result (1) ? (deis ) A LBt sn eHEA o ) /,/ZA
Guidance Note _ e _— (/ o
1) Give examples of first article (new product and change). SP l C):A , qéM//QM e /%"
Objectiye evidence asses Observations / Comments / N/gexplanatlon ¢ ;

74%:,@6.

S: Satisfactory - CAR: Corrective action required - Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management

g
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QUALITY SYSTEM QUESTIONNAlRE
| ASSESSMENT QUESTIONS Requraments| | nooper | M| NE
. Ma or mi
8.3 Control of nonconforming product 7D 1007
[ Note: The term “nonconforming product” inciudes nonconformlng product returned from a customer. j

P

35 Does the organization ensure that product which does not conform to requirements is identified

_ and controfled to prevent its unintended use or delivery ?

36 Are the controls and related responstbmtles and authorities for dealing with noncanforming
product defined in a documented procedure ?

37 Does the organization’s documented procedure define the respoansibility for review and
authority for the disposition of nonconfonnmg product and the process for approving
personnel making these decisions ?

38 Does the organization deal with nonconforming product in one or more of the following ways by. | P
a) taking action to eliminate the detected nonconformity ?

b) authorizing its use, release or acceptance under concession by a relevant authonty and,
where applicable, by the customer ?
¢) taking action to preclude its original intended use or application ?

39. Does the organization prevent dispositiong of use-as-is or repair, unless specifical ,
- authorized by the customer, f u‘l/‘.&hjm&() M &W
. - the product is produced to customer design 7 or M}
- the nonconformity results in a departure from the contract requifements 7 %
(Unless otherwise restricted in the centract, is organization-designed prodiuct, which is

" controlled via a customer specification, dispositioned by the organization as-use-as is or
repair, provided the nonconformity does not result in a departure from customer-

specified requirements ?7)

40 Is product dispositioned for scrﬂ conspicuously and permanently marked or positively P
controlled, untll physically rendered unusable ?

' 41 Are records of the nature of nonconformities and any subsequent actions taken including
concessions obtained, maintained (see 4.2.4) ?

42 When nonconforming product is correcteq lglt subject to re-venﬁcatjon to demonstrate
conformity to the requirements ?

43 When nonconforming product is/fHetected after delivery or use has started, does the P
organization take action appropriate to the effects, or potential effects, of the nonconformity ?

44 In addition to any contract or regulatory authority reporting requirements, does the | p
organization’s system provide for timely reporting of delivered nonconforming product
that may affect reliability or safety 7

45 Does notification inciude a clear desgfiption of the nonconformity, which includes as
necessary, parts affected, customer and/or organization part numbers, quantity, and
date(s) delivered ?

D= [

NYUAITANA

/]
Objective e dence asseussed / Observatlons / Comments / N/A explanation

%F/%? “@ITO OIS
, ‘25006 3/,’5/&3 M/'

M %/ Zw.:e‘ 03

i
' 1/1441?40 43/ ‘f’bté’qo DL Ay Dl 7.6,
7273, 75/5 LIDR 0O2883, 00@40?6‘&9051//&, 2/, 7302, »Z,

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
" N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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- KEY S CAR NA | NE
ASSESSMENT QUESTIONS Requi o Number
Ma or mi

84 Analysis of data

46 Does the organization detemmine, collect and analyse appropriate data to demonstrate the
suitability and effectiveness of the quaiity management system and to evaluate where continual l/
improvement of the effectiveness of the quality management system can be made ? :

47 Does this include data generated as a result of monitoring and measurement and from other /

relevant sources ?

48 Does the analysis of data provide information rc_elating to: ) / )
a) customer satisfaction (see 8.2.1) (1) ? ) r '
b) .oonformity to product requiremehts (see 7.2.1) ? ‘
c) characteristjcs and trends of processes and products including opportunities for preventive
action ? And ) )

d) suppliers ? ' ’

Guidance Note - . Co
1) Give examples and check how the organization measures the effectiveness. ’ ' o

3 . .
4,

Objective evidence assessed / Observations / Comments / N/A explanation .
e e

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY SYSTEM QUESTIONNAIRE

KEY S CAR NA | NE
ASSESSMENT QUESTIONS . Requirsments Nomber
) Ma or mi

8.5 Improvement ‘ :

8.5.1 Continual improvement » ' : '

49 Does the organization continually improve the effectiveness of the quality management system ' /
through the use of the quality policy, quality objectives, audit results analysis of data, corrective ) 1

,

and preventive actions and management review ?

8.5.2 Corrective action

WA J

ects of the nonconformities encountered ?

51 Are Corrective actions app ,pnate to the g

74
" 52 Is a documented procedure established to define requirements for :
a) reviewing nonconformities (including customer complaints) ?

~ b) determining the causes of nonconformities ? / ‘
.c) evaluating the need for action to ensure that non%ﬁ recur? _ | I
.d) determining and implementing actlon needed ? L ' -
e) recording of the resuits of the action taken (see 4.2.4)7? W
f) reviewing corrective action taken ? ‘ ' .

flow down of the corrective action requlrement to a suppller
that the supplier is responsible for the root cause ? and F

h) specific actions where tlmely and/or effective corrective actrons

g)

8.5.3 Preventive action
53 Does the organization detemmine action to eliminate the causes of potential nonconformities in M : v
order to prevent their occurrence (2) ? 1
54 Are preventive actions appropriate to the effects of the potential problems ? A d
_ 55 Is a documented procedure established to define requirements for : ///

b) evaluating the need for action to 'prevent occurrence of nonconformities ?

¢) determining and implementing action needed ?

a) determining potential nonconformities and their causes ?
d) recording of the results of the action taken (see 4.2.4) ? and )

e) reviewing preventive action taken ?

Guidance Notes ?O?R/,W/;ﬂf /=58, FOM 355
1) Select a non-conforming part and use 52 a) through h) to check for effectiveness. '% 7 }
73 SPICEREV.

2) Select a non-conforming part and use 55 a) through e) to check for effectiveness.

Objective evidence assessed / Qbservations / Comments / N/A explanation

CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action

S: Satisfactory -
N/A: Not applicable - NJ/E: Not evaluated - P: Product - M: Management
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS .Requ‘fEY s s Nucrll:t?er NA | NE
Ma or mi

8.5 Improvement

8.5.1 Continual improvement

49 Does the organization continualiy improve the effectiveness of the quality management system
through the use of the quality policy, quality objectives, audit results analysis of data, corrective
and preventive actions and management review ?

8.52 Corrective action

50 Does the organization take acbon to eliminate the cause of nonconformities in order to prevent

recurrence (1) ?

51 Are Corrective actions apprqp;riate to the effects of the nonconformities encountered ?

" 52 Is a documented procedure established to define requirements for :
a) reviewing nonconformities (including custorer complaints) ?
~ b) determining the causes of nonconformities ?

c) evaluating the need for action to ensure that nonconformities do not recur ?

.d) determining and implementing action needed ?

e) recording of the resuits of the action taken (see 4.2.4) 7

f) reviewing corrective action taken ? :

g) flow down of the corrective action requirement to a supplier, when it is. determmed
that the supplier is responsibie for the root cause 7 and

h) specific actions where timely and/or effective corrective actions are not achieved ?

8.5.3 Preventive action

53 Does the organization determine action to eliminate the causes of potential nonconformities in
order to prevent their occurrence (2) ?

54 Are preventive actions appropriate to the effects of the potentia'l problems ?

N

55 Is a documented procedure established to define requirements for :
. a) determining potential nonconformities and their causes ?
b) evaiuating the need for action 1o 'prevent occurrence of nonconformities ?
¢) determining and implementing action needed ?
d) recording of the results of the action taken (see 4.2.4) ? and

e) reviewing preventive action taken ?

Guidance Notes
1) Selecta non-conforming part and use 52 a) through h) to check for effectiveness.
2) Select a non-conforming part and use 55 a) through e) to check for effectiveness.

Objective evidence assessed / Observations / Comments / N/A explanation

xmwuw(wwmjww - o{-0¥-% , Me oY, led ow Loy (‘B\LM)
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S: Satisfactory - CAR: Corrective action required — Ma Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaiuated - P: Product - M: Management
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Annex A
(informative)
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EN 9100 - Section 1 Aerospace series — Quality management systems — Requirements (based on
1SO 9001: 2000)

: _47 )







SAE AS9101 Revision B

QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS . Key 18 CAR N/A | NE
Requir Number
Ma or mi

L :
'7.5 Production and service provision
7.5.1 Controt of production and service provision

56 Does planning consider, as applicable :
the establishment of process controls and development of control plans where

key characteristics have been identified
the identification of in-process verification points when adequate verification of P /
conformance cannot be performed at a later stage of realization

the design, manufacture, and use of tooling so that variable measurements can
be taken, particularly for key characteristics, and

- special processes (see 7.5.2).
57 Does the organization plan and carmry out production and service provision under controlied :
conditions (1). o P/
Do these controlled conditions include, as applnuble /

a) the availability of information that describes the characteristics of the product ?
b) the availability of work instructions, as necessary ?

¢c) the use of suitable equnpment ?

d) the availability and use of momtonng and measuring devices ? ./

e) the implementation of monitoring and measurement ? . '

f)  the implementation of release, delivery and post-delivery activities ? /

g) accountability for all product during manufacture (e.g., parts quantiti'es, split ord;cs,

nonconforming product) ?
h) evidence that all manufacturing and inspection operations have been co}pleted as [P

planned, or as otherwise documented and authorized ?
provision for the prevention, detection, and removal of foreign objects ? e P .
@momtormg and control of utiiities and supplies such as water, compressed air, i Ob,
@lectricity and chemical products to the extent they affect product quality ? and -
+*

criteria for workmanship, which shall be stipulated in the clearest practical manner
{e.q., written standardg representative samples or illustrations) ?’

k)

Guidance Notes
1)‘ List the Part Number(s) used for this review

Objective evidence assessed / Observations / Comments / N/A explanation

&471 @W ssel) - £¢92 - %W%

Piro # '6"72(7, “PA002T 4 MECFT Hafwre  c<d Bt o g
Evg, Decermindation < . Prepun .

0t e # HTCO - FSHp fr-303 1021003 e / G
Vit e -
Clloatad Bugie Lt

S: Satisfactory - CAR: Corrective action required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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QUALITY SYSTEM QUESTIONNAIRE

ASSESSMENT QUESTIONS Requirements

KEY S

CAR
Number
Ma or mi

NA

NE

|
7.5 Production and service provision {continued)

7.5.1.1 Productlon documentation

58 Are pmduction operations carried out in accordance with approved data ?

59 Does the data contain as necessary :

a) drawings, parts lists, process flow charts including inspection operations,
production documents (e.g., manufacturing plans, traveler, router, work order,
process cards); and inspection documents (see 8.2.4.1) ? and

b) a list of specific or non-specific tools and numerical control (NC} machine programs
required and any spec:f c instructions associated with their use ?

7.5.1.2 Control of production process changes M (;dr J’dfa .

60 Are persons authorized to approve changes to production processes identified (1) ?

61 Has the organization identified and obtained acceptance of changes that require customer
and/or regulatory authority approval in accordance w:th contract or 'regulatory

requirements ?

62 Are changes affecting processes, production equipment, tools and programs
documented ?

63 Are procedures available to controi their implemenration 7 /48 Jg/j,’ ?ﬂ@ J.z

64 Are the results of changes to production processes assessed to confirm that the desired
effect has been achieved without adverse effects to product quality 7

P |

7.5.1.3 Control of production equipment, tools and numerical conVoI {N C.) machine programs

65 Are production equipment, tools and programs validated prior to use and maintained ‘and
inspected periodically according to documented procedures ? . 5’ 2

[ ded]

Ay

AN

the design data/specification ? P

66 Does validation prior to production use include verification of the first article produced 5 ’P '

AN

7.5.1.4

67 Are storage requirements, including periodic preservatlon/condmon c ecks, ished
for production equipment or tooling in storage ? .
Control of work transferred, on a temporary basis, outside th organlzation 'S facllmes

68 When planning to temporarily transfer work to a location outside the organization’s
facllities, does the organization define the process to control and validate the quality of

the work ?

Guidance Notes
1) Clearly defined list or procedures

Objective evidence assessed / Observations / Comments / N/A explanatioh
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S: Satisfactory - CAR: Corrective actlon required — Ma: Major corrective action — mi: Minor corrective action
N/A: Not applicable - N/E: Not evaluated - P: Product - M: Management
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